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DETAILED ACTION 

Examiner acknowledges receipt of request for extension of time filed 12/15/06 and 
5/17/06; Notice of Appeal filed 5/17/06; and request for continued examination under 37 CFR 
1.114, declaration by Dr. Ziegler under 37 CFR 1.132 and remarks, filed 12/15/06. Claims 17 
and 38 presented 7/28/03 are the claims that are pending. 

Previous rejections that are not reiterated herein is withdrawn. 

Continued Examination Under 37 CFR LI 14 
1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1 .17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicants 1 submission filed on 12/15/06 has been entered. 

The Claims 

Claim 17 is a product/formulation that comprises a compound of tramadol hydrochloride 
and diclofenac sodium and the compound has a water solubility of < 100 mg/ml and where at 
least part of the tramadol and the diclofenac are release at the same time. The solubility of the 
compound is the property of the compound. The claim does not state the ratio of the two drugs 
in the compound. The comprising language is open. 
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Claim 38 is a method of preparing an oral formulation, the method comprises mixing 
tramadol, moistening the mixture, repeating the mixing and moistening steps and formulating the 
mixture under an energy in put. The comprising language is open. 

It is noted that the energy input is heat or pressure according to the abstract and paragraph 
[0034] of the published application. 

Applicant's remarks presented 12/15/06 is centered on the declaration of Dr. Zeigler. 

Declaration under 37 CFR 1.132 by Dr. Ziegler filed 12/15/06 

The declaration as it applies to claim 17 is not persuasive because the claim 17 is a 
composition claim and examination of claim 17 considers and examines the claim as a 
composition and not how the composition is prepared. A product by process claim for claim 17 
was discussed in the interview of 01/27/06. However, no amendment to the claims was 
advanced in the filling of 12/15/06. Specifically, the claims presented 7/28/03 are the claim 
currently pending in the application. Even if the claim 17 had been amended to product by 
process, the structure of the product shall have controlled because even though a product-process 
claim is limited and defined by the process, patentability determination is based on the product it 
self. "If the product in the product-by-process claim is the same as or obvious from a product of 
the prior art, the claim is unpatentable even though the prior product was made by a different 
process." In re Thorpe, 777 F.2d 695, 698, 227 USPQ 964, 966 (Fed. Cir. 1985). See MPEP 
2 1 1 3 [R- 1 ] for Product-by-Process Claims. 
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In the present case, the claimed product in claim 17 is the same as the product and 
therefore patentability determination is based on the product. Secondly, a declaration under 37 
CFR 1.132 cannot be used to overcome rejection under 35 USC 102. 
2. The affidavit under 37 CFR 1.132 filed 12/15/2006 is insufficient to overcome the 
rejection of claim 17 based upon Mauskop (US 5,914,129) reference applied alternatively under 
35 USC 103 as set forth in the last Office action because: the showing is not commensurate in 
scope with the claims. It refer(s) only to the system described in the above referenced 
application and not to the individual claims of the application. Thus, there is no showing that the 
objective evidence of nonobviousness is commensurate in scope with the claims. See MPEP 
§ 716. The exhibits are not commensurate with claim 17. Further explanation is provided 
above. 

The declaration has been fully considered and the level of work that went into the 
declaration is acknowledged. However, as discussed above, the declaration is directed to 
process of making the product in the application and not to the claims. The patentability of a 
product claim is based on the product itself and not on process step absent or present in the 
claims. 

Remarks: 

The remarks specifically center the arguments on the declarations. Applicant opined 
that the last office action incorrectly alleged that the declaration of 10/13/05 showed release of 
individual diclofenac and tramadol and that the declaration is "directed test compositions 
containing a mixture of diclofenac-sodium and tramadol-hydrochloride." However, although, 
applicant asserted that the last office action asserted unpatentability based upon false 



Application/Control Number: 10/084,676 Page 5 

Art Unit: 1618 

interpretation, applicant failed to provide the proper/correct interpretation of the declarations. 
The interpretation of the declaration is not "erroneous." The rejection is maintained with respect 
to the product claim 17. 

The 1.132 declaration filed 10/13/05 has been addressed in the last Office action on 
record and is not now here, further addressed. 

The rejections follow below. 

Claim Rejections - 35 USC § 112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter, which the applicant regards as his invention. 

4. Claim 17 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 17 recites a compound of tramadol-HCl and diclofenac-sodium. A compound in 
the chemical sense is defined by the fourth edition of the Hackh's Chemical Dictionary as 
"substance whose molecules consist of unlike atoms, and whose constituents cannot be separated 
by physical means." A compound "differs from a physical mixture by reason of the definite 
proportions of its constituent elements which depend on their atomic weights, by the 
disappearance of the properties of the constituent elements, and, by entirely new properties 
characteristic of the compound." In the instant case the individual compounds, tramadol and 
diclofenac appear to be present in the claimed compound as identifiable compounds; secondly 
the formation of the claimed compound does not appear to involve the appearance of a new 
compound that is separate from the individual tramadol and diclofenac. 
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On page 8 of the remarks, applicant appears to be suggesting that the compound is a 
mixture of tramadol-HCl and diclofenac-sodium on page. Secondly, the formation of the 
compound in the application in Example 1 involves a physical mixture of the tramadol-HCl and 
the diclofenac-sodium, by moistening, granulating, moistening and/or granulating and drying 
under heat or pressure. Applicant's claimed compound thus reads on a physical mixture. 
Applicant serves as his/her own lexicographer and applicant defines a compound in terms of the 
properties and how it is physically mixed and formed in the specification (abstract, paragraphs 
[0002], [0009] and [001 1], for example. 

Claim 17 is thus examined as mixture of tramadol-HCl and diclofenac-sodium that meets 
applicants compound. 

Claim Rejections - 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

6. Claim 17 is rejected under 35 U.S.C. 102(e) as being anticipated by Mauskop (US 
5,914,129). 

Mauskop discloses magnesium containing analgesic oral composition for the 
treatment/alleviation of pain, and specifically migraine headache pain (abstract). Solid 
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formulations of the composition are capsules, catchets or tablets and powder or granules; liquid 
formulations are solution or suspension in aqueous liquid or non-aqueous liquid and oil-in-water 
or water-in-oil emulsions', and solid formulation of tablet and capsules are preferred with tablet 
being the most preferred (column 6, lines 12-21). In a particular embodiment of Mauskop, the 
magnesium containing analgesic composition includes at least two different non-opioid analgesic 
agents, at least two different opioid analgesic agents or at least one non-opioid analgesic agent 
and at least one opioid analgesic agent and it is believed that a combination of non-opioid 
analgesic agents or opioid analgesic agents or a combination of non-opioid and opioid analgesic 
agents act synergistically to relieve pain (column 3, lines 47-54). In the case where the 
pharmaceutical composition comprises a combination of a non-opioid analgesic agent and an 
opioid analgesic agent (claim 6),. the non-opioid analgesic agent of ibuprofen, naproxen and 
diclophenac (diclofenac sodium) are included in the list of non-opioid analgesic agents provided 
(claims 1-4, 6 and 15) and the opioid analgesic agents of tramadol is included in the list of opioid 
analgesic agents provided (claims 1, 4, 5, 6 and 17); specifically pharmaceutical^ acceptable 
salts such as the hydrochloride salt is employable (column 3, lines 10-14). Mauskop, in column 
6, lines 18-31, discloses how the tablet is formulated. Mauskop discloses a combination of 
opioid analgesic and non-opioid analgesic to synergistically act to relieve pain (column 3, lines 
47-54) and tramadol hydrochloride and diclofenac sodium are included in the list provided 
(column 3, lines 1, 8 and 12). The property of a composition is not separable from the 
composition and how a composition is made has no patentable weight in a composition/product 
claim. Instant claim 17 reads on a composition, which is a mixture of diclofenac sodium and 
tramadol hydrochloride. The comprising language is open. 
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According to MPEP 21 12.01 [R-2], "Products of identical chemical composition can not 
have mutually exclusive properties." A chemical composition and its properties are inseparable. 
Therefore, if the prior art teaches the identical chemical structure, the properties applicant 
discloses and/or claims are necessarily present. And "when the PTO shows a sound basis for 
believing that the products of the applicant and the prior art are the same, the applicant has the 
burden of showing that they are not." In re Spada, 911 F.2d 705, 709, 15 USPQ2d 1655, 1658 
(Fed. Cir. 1990). 

Furthermore, each of the tramadol hydrochloride and the diclofenac sodium are 
compounds in themselves. Limitations from the specification cannot be read into the claims, 
(see In re Van Geuns, 988 F.2d 1 181, 26 USPQ2d 1057 (Fed. Cir. 1993)). The release of 
tramadol or diclofenac is a property of the composition or the compound. It is also noted that 
instant claim 17 does not recite specific amounts of the respective drugs in the composition that 
distinguishes the instant claim 17 from the disclosed composition of the prior art. 

Claim Rejections - 35 USC § 103 

7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

8. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
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the inventor and invention dates of each claim that was not commonly owned at the time a later 

invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 

and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

9. Claim 38 is rejected under 35 U.S.C. 103(a) as being unpatentable over Mauskop (US 

5,914,129). 

Mauskop discloses a composition comprising tramadol and diclofenac and a method of 
preparing the composition. Mauskop in column 6, lines 11-31 discloses forming tablets by 
conventional method of compression and molding and specifically discloses that molded tablets 
can be optionally moistened with an inert liquid diluent. The instant method comprises a 
mixing of tramadol hydrochloride and diclofenac sodium, which the prior art discloses/suggests. 
The instant method comprises a moistening step which the prior art discloses. Repeating the 
mixing and moistening steps is an obvious variant of the method at the disposal of the person of 
ordinary skill in the art or to the skilled artisan whereby the steps are repeated as necessary for 
the production of the desired tablet. Mauskop does not specifically disclose formulating the 
mixture under energy input. However, compressing or granulating the mixture requires some 
form of energy input (see the eighteenth edition of Remington's Pharmaceutical Sciences, 1990, 
pages 1641-1 647 as a teaching reference in the compression and granulation of pharmaceutical 
preparations). However, a method of making compositions are disclosed and taught in the 
eighteenth edition of Remington's Pharmaceutical Sciences. Remington specifically teaches 
wet-granulation method, fluid-bed granulation method, dry-granulation method, direct 
compression and related granulation processes (pages 1641-1647). Therefore, it would have 
been obvious to one of ordinary skill in the art at the time the invention was made to formulate 



Application/Control Number: 10/084,676 . Page 10 

Art Unit: 1618 

the preparation of Mauskop by mixing and moistening the mixture as disclosed by Mauskop. 
One having ordinary skill in the art would have been motivated to apply the necessary energy to 
the mixture with the expectation of producing tablets. 

The declaration as it applies to the method claim 38 

10. The affidavit under 37 CFR 1.132 filed 12/15/2006 is insufficient to overcome the 
rejection of claim 38 based upon Mauskop (US 5,914,129) reference applied under 35 USC 103 
as set forth in the last Office action because: the showing is not commensurate in scope with the 
claims. It refer(s) only to the system described in the above referenced application and not to 
the individual claims of the application. Thus, there is no showing that the objective evidence of 
nonobviousness is commensurate in scope with the claims. See MPEP § 716. The method steps 
in 1(b) is not commensurate with the claimed method in claim 38. The exhibits are not 
commensurate with claim 38. The comprising language of the claim is open to the method steps 
Mauskop. In essence, the claimed method cannot exclude the method steps and the components 
of the composition and method of Mauskop. A consisting language may attempt to close the 
claimed composition and method from the composition and method of Mauskop. 

The declaration has been fully considered and the level of work that went into the 
declaration is acknowledged. However, as discussed above, the declaration is directed to 
process of making the product in the application and not to method of claim 38. 

Double Patenting 

1 1 . The nonstatutory double patenting rejection is based on a judicially created doctrine . 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
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is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In reLongU 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 



12. Claims 17 and 38 are provisionally rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 1-5, 7 and 21 of copending Application 
No. 10/837,755 (US 20050003002 Al). An obviousness-type double patenting rejection is 
appropriate where the conflicting claims are not identical, but an examined application claim not 
is patentably distinct from the reference claim(s) because the examined claim is either 
anticipated, or would have been obvious, over the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 
(Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985). Although the 
conflicting claims are not identical, they are not patentably distinct from each other because the 
co-pending claims are in essence directed to the claimed product of claiml7; the co-pending 
method claim 21 contain all the elements of the examined method claim 38. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Blessing M. Fubara whose telephone number is (571) 272-0594. 
The examiner can normally be reached on 7 a.m. to 5:30 p.m. (Monday to Thursday). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571) 272-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 57 1-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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